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 My title is “Edwards is enough!!”My title is “Edwards is enough!!”

 Or is it “Or is it “EdwarsEdwars is better than is better than CoreValveCoreValve”…?”…?

 What is “enough”??What is “enough”?? What is enough ??What is enough ??



My wish listMy wish listMy wish list My wish list 
 True percutaneous insertionTrue percutaneous insertion

N d f l th iN d f l th i No need for general anesthesiaNo need for general anesthesia
 Multiple valve sizesMultiple valve sizes
 An easy sizing tool for annular sizeAn easy sizing tool for annular size
 Smallest size possible  <16 Smallest size possible  <16 FrFr
 Smooth outer surface to pass through aortaSmooth outer surface to pass through aorta
 Easy transition over archEasy transition over archyy
 Easy transit through valveEasy transit through valve
 ““Self seatingSelf seating””
 Adequate radial strengthAdequate radial strength Adequate radial strengthAdequate radial strength
 Repositionable if neededRepositionable if needed
 Retrievable if neededRetrievable if needed
 No valve gradientNo valve gradient No valve gradientNo valve gradient
 Conforms to annulus without ARConforms to annulus without AR
 Long term durabilityLong term durability

Peter Block, TVT 2009
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Edwards Edwards NovaFlexNovaFlex+ 29mm TF : + 29mm TF : 
Q2, 2012 CE MarkQ2, 2012 CE Mark

• SAPIEN XT valves with dimensions and associated annulus size ranges 

23 mm 26 mm 29 mm

14.3 mm 17.2 mm 19.1 mm

Annulus 
Size (mm)

18mm – 22mm 21mm – 25mm
24mm – 27mm

11
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Aortic Annulus MeasurementAortic Annulus MeasurementAortic Annulus MeasurementAortic Annulus Measurement

TOE:
−Long Axis viewLong Axis view
−See valve leaflets
−See the leaflet insertion / hinge





MSCT Assessment of AnnulusMSCT Assessment of AnnulusMSCT Assessment of AnnulusMSCT Assessment of Annulus

• Mean Diameter as Average of Smallest & Largest Diameters
• Mean Diameter as Annular Circumference / π

√• Mean Diameter as √ ( 4x Annular Area / π )
• Annular Area
• Annular Circumference Willson et al, JACC 2012



Willson et al, JACC 2012
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The The Edwards eSheath Edwards eSheath -- 16Fr16Fr

The The eSheatheSheath expands from 16F to 18F which facilitates smooth delivery expands from 16F to 18F which facilitates smooth delivery 
system passagesystem passage, then , then returns returns to to a reduced profile once the valve has a reduced profile once the valve has 
passed passed through the through the sheathsheath

E d dE d dUnexpandedUnexpanded Reduced ProfileReduced ProfileExpandedExpanded



Upcoming DevelopmentUpcoming Development 14Fr!14Fr!Upcoming Development Upcoming Development –– 14Fr!14Fr!

Edwards SAPIEN 3 Valve  Lower Lower profile valve profile valve 
delivered through adelivered through a14 Fr 14 Fr 
eSheatheSheath

 Discrete Discrete valve that valve that 
anchors in the anchors in the annulusannulus

T dT d b i i di lb i i di l Treated Treated bovine pericardial bovine pericardial 
tissue tissue lleafletslleaflets

 Delivered Delivered through 14through 14--
French French eSheatheSheath delivery delivery 
systemssystems
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Crossing Arch and Native Aortic Valve Crossing Arch and Native Aortic Valve 
with with RetroFlexRetroFlex / / NovaFlexNovaFlex CatheterCatheter



NovaFlexNovaFlex to Cross Unfolded Aortato Cross Unfolded Aorta
Maximal Flexion and Tension on WireMaximal Flexion and Tension on Wire



My wish listMy wish listMy wish list My wish list 
 True percutaneous True percutaneous insertioninsertion ✔✔✔✔

N d f lN d f l th ith i ✔✔ No need for general No need for general anesthesiaanesthesia ✔✔
 Multiple valve Multiple valve sizessizes ✔✔
 An easy sizing tool for annular An easy sizing tool for annular sizesize ✔✔
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NovaFlexNovaFlex System System 
–– Easier to achieve coEasier to achieve co axial alignmentaxial alignment–– Easier to achieve coEasier to achieve co--axial alignmentaxial alignment

-- Does no move much during valve deploymentDoes no move much during valve deployment

RF 1 NF



ValveValve inin valve Rescuevalve RescueValveValve--inin--valve Rescuevalve Rescue

 SOURCE (Edwards) SOURCE (Edwards) –– 1.4%1.4%

 ADVANCE (ADVANCE (CoreValveCoreValve) ) –– 4%4%
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Geometry of Edwards SAPIEN PostGeometry of Edwards SAPIEN Post implantimplantGeometry of Edwards SAPIEN PostGeometry of Edwards SAPIEN Post--implantimplant

 Circularity (Min D / Max D >0.9) Circularity (Min D / Max D >0.9) –– 98%98%
 Average Expansion Average Expansion –– 104%104%

Willson et al, JACC 2012



Geometry ofGeometry of CoreValveCoreValve PostPost implantimplantGeometry of Geometry of CoreValveCoreValve PostPost--implantimplant

 Circularity (Min D / Max D >0.9)Circularity (Min D / Max D >0.9)
 0% at ventricular end0% at ventricular end
 17% at leaflet 17% at leaflet nadienadie and central coand central co--aptationaptation

 None reach nominal diameterNone reach nominal diameter

Schultz, et al., JACC, 2009;54:911-8
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PARTNER Cohort A PARTNER Cohort A 

Peak Gradient - TAVR

Sustained Sustained HaemodynamicHaemodynamic Improvement Improvement 
g)

Peak Gradient TAVR
Mean Gradient - TAVR
Peak Gradient - AVR
Mean Gradient - AVR
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t (

m
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H
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G
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Numbers at RiskNumbers at Risk

TAVRTAVR 307307 275275 233233 218218 144144TAVRTAVR 307307 275275 233233 218218 144144

AVRAVR 295295 228228 168168 155155 112112

Kodali, NEJM 2012
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N d f lN d f l th ith i ✔✔ No need for general No need for general anesthesiaanesthesia ✔✔
 Multiple valve Multiple valve sizessizes ✔✔
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PARTNER COHORT A PARTNER COHORT A -- Aortic Aortic Regurgitation Regurgitation 
((As Treated)As Treated)

p < 0.0001 p < 0.0001 p < 0.0001 p < 0.0001

N = 279 N = 228 N = 231 N = 173 N = 217 N = 156 N = 145 N = 113



Aortic RegurgitationAortic RegurgitationAortic RegurgitationAortic Regurgitation

Hospital San 
Raffaele 

All TF
(n = 245)

SAPIEN TF
(n= 155)

CoreValve 
(n = 90)

p

AR 3 or 4+; N (%) 12 (4.9%) 6 (3.9%) 6 (6.7%) .328
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 No valve No valve gradientgradient ✔✔
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 70 patients who had Edwards SAPIEN valve implant 70 patients who had Edwards SAPIEN valve implant 
with at least 3 year followwith at least 3 year follow--upup

 Median F/up 3.7 yearsMedian F/up 3.7 years
 Mean gradient increased from 10.0mmHg to 12.7mmHgMean gradient increased from 10.0mmHg to 12.7mmHg Mean gradient increased from 10.0mmHg to 12.7mmHg Mean gradient increased from 10.0mmHg to 12.7mmHg 

(p=0.03)(p=0.03)
 No structural deterioration or stent fractureNo structural deterioration or stent fracture No structural deterioration or stent fractureNo structural deterioration or stent fracture



My wish listMy wish listMy wish list My wish list 
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N d f lN d f l th ith i ✔✔ No need for general No need for general anesthesiaanesthesia ✔✔
 Multiple valve Multiple valve sizessizes ✔✔
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 Easy transition over Easy transition over archarch ✔✔yy
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 AdequateAdequate radialradial strengthstrength ✔✔ Adequate Adequate radial radial strengthstrength ✔✔
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 Long termLong term durabilitydurability ???? Long term Long term durabilitydurability ????



TAVITAVI –– Contemporary ResultsContemporary Results

PARTNER PARTNER SOURCE Canadian FRANCE CoreValve ADVANC

TAVI TAVI –– Contemporary ResultsContemporary Results

B A 2 Meta-
analysis

E

N & Valve Edwards
179

Edwards
348

Edwards
2307

Edwards
339

Edwards
1145

CoreValve
2156

CoreValve
1015type 179  348 2307 339 1145

CoreValve
540

2156 1015

Age 83 1 83 6 80 1 81 8 82 5 81 6 81Age 83.1 83.6 80.1 81.8 82.5 81.6 81

Logistic 
EuroScore

26.4% 29.3% 26.1% N/A 22.6% 21.3% 19.2%

30 day 
Mortality

5.0% 3.4% 9.5% 10.4% 9.9% 6.6% 4.5%

30 day 6.7% 5.5% 2.9% 2.3% 3.8% 2.8% 2.9%3 y
Stroke

6. % 5.5% .9% .3% 3.8% .8% .9%

1 year
Mortality

30.7% 24.2% 23.5% 24% 24% 17.1%
Mortality



TAVITAVI –– Contemporary ResultsContemporary Results

PARTNE PARTNE SOURCE Canadian FRANCE CoreValve ADVANC

TAVI TAVI –– Contemporary ResultsContemporary Results

R B R A 1 & 2 2 Meta-
analysis

E

N & 
Valve type

Edwards
179  

Edwards
348

Edwards
2307

Edwards
339

Edwards
1145
CoreValve
540

CoreValve
2156

CoreValve
1015

540

Vascular 
Cx

16.8% 11.0% 5.7% 13.0% 12.5% 4.2% 10.7%

Bleeding 16.2% 9.3% 3.3% N/A 18.4% N/A 13.7%

PPM 3.4% 3.8% 6.9% 4.9% 12.4% 28.7% 26.7%



ConclusionConclusionConclusionConclusion

 Is Edwards balloon expandable valve enough Is Edwards balloon expandable valve enough 
 Probably notProbably notyy

 Is Edwards better than Is Edwards better than CoreValveCoreValve
 Yes in terms of PPMYes in terms of PPM



What is Enough??What is Enough??What is Enough??What is Enough??
 True percutaneous insertionTrue percutaneous insertion

N d f l th iN d f l th i No need for general anesthesiaNo need for general anesthesia
 Multiple valve sizesMultiple valve sizes
 An easy sizing tool for annular sizeAn easy sizing tool for annular size
 Smallest size possible  <16 Smallest size possible  <16 FrFr
 Smooth outer surface to pass through aortaSmooth outer surface to pass through aorta
 Easy transition over archEasy transition over archyy
 Easy transit through valveEasy transit through valve
 ““Self seatingSelf seating””
 Adequate radial strengthAdequate radial strength Same day admit Adequate radial strengthAdequate radial strength
 Repositionable if neededRepositionable if needed
 Retrievable if neededRetrievable if needed
 No valve gradientNo valve gradient

Same day admit
Local anesthesia
Versed/fentanyl

 No valve gradientNo valve gradient
 Conforms to annulus without ARConforms to annulus without AR
 Long term durabilityLong term durability

Radial/fem insertion (7Fr)
4 hr recovery
HomeHome


